(19) 



Europaisches Patentamt 
European Patent Office 
Office europeen des brevets 



(12) 



(11) EP 1 254 647 A1 

EUROPEAN PATENT APPLICATION 



(43) Date of publication: 

06.11.2002 Bulletin 2002/45 

(21) Application number: 02010063.2 

(22) Date of filing: 06.05.2002 



(51) mt CI7: A61F 5/445, A61F 13/02 



(84) Designated Contracting States: 


(72) Inventor: Cisko, George J., Jr. 


AT BE CH CY DE DK ES Fl FR GB GR IE IT LI LU 


Spring Grove , Illinois 60081 (US) 


MC NLPTSETR 




Designated Extension States: 


(74) Representative: GrUnecker, Klnkeldey, 


AL LT LV MK RO Si 


Stockmair & Schwanhflusser Anwaltssozietat 




Maximilianstrasse 58 


(30) Priority: 04.05.2001 US 288860 P 


80538 MOnchen (DE) 


(71) Applicant: Hollister Incorporated 




Libertyvllle, Illinois 60048-3781 (US) 





CO 
CM 



(54) Adhesive faceplate for ostomy appliance or wound dressing having mirrored release sheet 



(57) An adhesive wafer for use as a faceplate of an 
ostomy appliance or a wound dressing, in which the wa- 
fer has an adhesive layer of a hydrocolloid-containing 
skin barrier material and in which the skin-engageable 
surface of the adhesive material is covered by a remov- 
able release sheet having a mirrored outer surface. The 
mirrored outer surface allows the wafer to be used as a 
mirror for visually examining a stoma or would site in 
preparation for application of the wafer to that stoma or 
wound site, so as to assure proper positioning and align- 
ment of the wafer immediately prior to attachment. 
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Description 

BACKGROUND AND SUMMARY 

[0001] Adhesive wafers, especially those of the type 5 
commonly used as faceplates for ostomy appliances, 
are often difficult for ostomates (and caregivers) to ap- 
ply. At the time of application, such a faceplate usually 
has its opening sized, and often shaped, to match a pa- 
tients stoma, but the job of securing the faceplate to per- 
istomal skin surfaces, with the stoma properly located 
in the opening, can be a challenging task. 
[0002] To help in orienting and positioning such a 
faceplate, ostomates sometimes use hand-held mirrors 
to obtain a clearer view of the target area. That only com- 
plicates the problem, since holding and directing an os- 
tomy appliance generally requires two hands. If one 
hand is used to hold a mirror, then the user faces the 
even more difficult task of trying to direct and apply the 
ostomy faceplate with only a single hand. 
[0003] The problem is not limited to the application of 
ostomy faceplates. Wound dressings for decubitus ul- 
cers must often be appl ied to areas of the body not easily 
viewed by patients. Such an adhesive dressing com- 
monly has a specific area that must be positioned direct- 
ly over a wound as the dressing is applied, an accom- 
plishment that may exceed the ability of many patients, 
such as an elderly patient of limited dexterity. 
[0004] This invention is therefore directed towards re- 
ducing the aforementioned problems by allowing a user, 
either a patient or a caregiver, to use both hands in hold- 
ing, directing and applying an adhesive wafer while hav- 
ing a clear reflected image of the target area. More spe- 
cifically, the invention takes the form of an adhesive wa- 
fer for use as a faceplate of an ostomy appliance or a 
wound dressing, in which the wafer has an adhesive lay- 
er of a hydrocolloid-containing skin barrier material and 
in which the skin-engagable surface of the adhesive lay- 
er is covered by a removable release sheet having a 
mirrored outer surface. Ideally, such a release sheet has 
two or more divisible and individually removable sec- 
tions. One or more pull tabs are provided along the edg- 
es of the release sheet to facilitate removable of said 
sheet, or the sections thereof, at the time of application 
of such a wafer. 

DRAWINGS 

[0005] 

Figure 1 is a prospective view of an adhesive wafer 
embodying this invention. 

Figure 2 is an enlarged sectional view taken along 
line 2-2 of Figure 1. 

Figure 3 is a sectional view illustrating application 
of such a dressing to a patient. 



DETAILED DESCRIPTION 

[0006] In Figure 1, the numeral 10 generally desig- 
nates an adhesive wafer consisting essentially of three 
layers: a core layer 11 of adhesive material covered on 
one side by a backing layer 12 and on its opposite side 
by a removable release sheet 13. In the embodiment 
illustrated, the wafer constitutes the faceplate of an os- 
tomy appliance and has a centrally-located stoma-re- 
ceiving opening 14 extending through all three layers. 
Backing layer 12 is permanently attached about the pe- 
riphery of the opening to an ostomy pouch 1 5, a portion 
of which is shown in phantom in Figures 1 and 2. The 
permanently-connected faceplate and pouch constitute 
what is commonly referred to as a one-piece appliance 
but, alternatively, the faceplate might be one component 
of a two-piece appliance, with the faceplate and pouch 
being separable and detachably connected together by 
adhesive or mechanical coupling means. 
[0007] While the wafer shown in the drawings consti- 
tutes an ostomy faceplate, it is to be understood that it 
might alternatively take the form of a wound dressing. 
[0008] The adhesive layer 1 1 is preferably composed 
of a moisture-absorbing and moisture-swellable skin 
barrier material having a continuous phase composed 
of one or more tacky elastomers and a discontinuous 
phase consisting essentially of one or more hydrocol- 
loids dispersed throughout the adhesive layer. Typical 
hydrocolloids are pectin, gelatin and sodium or calcium 
carboxymethylcellulose, but other hydrocolloids such as 
karaya may be used. If desired, superabsorbents may 
also be included in the barrier formulation. The contin- 
uous elastomeric phase may be composed of a tacky, 
deformable elastomeric material such as polyisobuty- 
lene and/or a block copolymer such as styrene-iso- 
prene-styrene copolymer of the type described in U.S. 
Patents Nos. 4,738,257 and 4,231 ,369. Tackifiers, plas- 
ticizers, extenders and stabilizers may be included, all 
as well known in the art. One example of a barrier com- 
position suitable for use for adhesive layer 11 is dis- 
closed in aforementioned U.S. Patent 4,738,257, but 
other hydrocolloid-containing compositions known for 
use for ostomy faceplates and wound dressings may be 
used. 

[0009] Backing layer 1 2 may be unitary (as shown) or 
may itself consist of multiple layers. It must be flexible 
and may be stretchable and contractable for purposes 
of anatomical conformity. It should also be heat-seala- 
ble, especially where the wafer is to function as a ostomy 
faceplate (as shown). The backing layer may be formed 
of a thin film of polyurethane, polyethylene, or other suit- 
able thermoplastic material. Alternatively, it may be a 
soft, flexible thermoplastic foam of closed, semi-open, 
or fully-open cell construction. Polyurethane or polyeth- 
ylene foams are believed to be suitable, but other ther- 
moplastic foams having similar properties may be used. 
Particularly effective results for purposes of an ostomy 
appliance are obtained where the backing layer 12 is 
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composed of a soft, porous, non-woven fabric of ther- 
moplastic fibers such as, for example, a non-woven fab- 
ric of spun-bonded polyethylene fibers. 
[001 0] Release sheet 1 3 serves as a removable cover 
to protect the surface 11a of the adhesive layer 11 prior 
to application to a patient. It should be flexible but pref- 
erably non-stretchable. A paper having a siliconized sur- 
face in contact with adhesive surface 1 1 a may be used. 
Alternatively, release sheet 13 may be composed of a 
flexible plastic film or even a metal foil. In any event, an 
essential feature of release sheet 1 3 is that its outward- 
ly-facing surface is mirrored and image-reflecting. The 
reflectiveness of sheet 1 3 may be achieved by providing 
the paper or plastic film with a reflective metallic coating. 
Such sheet materials are known and commercially 
available. Two such materials are available from 3M 
Medical Specialties, Minneapolis, MN under the desig- 
nations 3M Visible Mirror film MSX-5002 and 3M Color- 
ed Mirrorfilm MSX-5003, and are reflective without hav- 
ing pigments, dyes or metals, but other materials having 
image-reflecting properties may be used. Whatever re- 
flective material is selected, its surface contacting ad- 
hesive layer 11 should be formulated or coated to allow 
the release sheet to be peeled away as indicted in bro- 
ken lines in Figure 2. 

[001 1 ] Release sheet 1 3 may be unitary or may have 
a plurality of divisible and individually removable sec- 
tions. It may also cover only a portion of the adhesive 
layer, with the remainder of the adhesive layer being 
covered by a conventional non-reflective release sheet 
or, alternatively, the respective layer may be in the form 
of a relatively small patch affixed to the surface of a 
standard non-reflective release sheet. In the embodi- 
ment shown, the reflective release sheet has separately 
removable upper and lower sections 13a and 13b, re- 
spectively, meeting along midline 16. Each section may 
have at least one tab portion 1 7 that projects outwardly 
beyond the periphery adhesive layer 11 to facilitate re- 
moval of such section from adhesive surface 1 1 a of ad- 
hesive layer 11. 

[0012] it is to be noted that the wafer 10 should be 
supplied to a user with at least its reflective bodyside 
surface in planar condition. The wafer may therefore be 
held and used as a mirror for visually examining a stoma 
or wound site in preparation for wafer application. Fol- 
lowing such inspection, lower section 13b may be 
peeled away and the exposed adhesive surface applied 
to the skin beneath stoma 1 7a as illustrated in Figure 2. 
With the upper section 13a still in place, the user may 
continue to inspect the stomal area by viewing that area 
along the sight line 1 8 represented in Figure 3. After de- 
termining that the wafer is properly aligned with the sto- 
ma, the remaining section 13a of the release sheet is 
then removed and the adhesive attachment of the wafer 
is completed. 

[0013] While adhesive layer 11 is preferably com- 
posed of a hydrocolloid-containing adhesive material, 
other adhesives having similar properties, such as ad- 



hesive hydrogel materials, might also be used. In gen- 
eral, hypo-allergenic adhesives suitable for contact with 
the skin, as commonly used with wound dressings, are 
believed suitable. 



Claims 

1 . An adhesive wafer for use as a faceplate of an os- 
10 tomy appliance or has a wound dressing, said wafer 

comprising an adhesive layer of a hydrocolloid-con- 
taining skin barrier material having first and second 
surfaces, a flexible backing layer extending over 
first surface, and a removable release sheet ex- 
's tending over said second surface, said release 
sheet having a mirrored image-reflecting outer sur- 
face. 

2. The wafer of claim 1 in which said release sheet has 
20 a plurality of divisible and individually removable 

sections. 

3. The wafer of claims 1 or 2 in which said release 
sheet, or each section thereof, if provided with a pull 

25 tab extending outwardly beyond said adhesive lay- 
er for use in manually peeling said release sheet, 
or each section thereof from said adhesive layer. 

4. The structure of claim 1 in which said wafer is a 
30 faceplate for an ostomy appliance, said backing lay- 
er including means for connecting said faceplate to 
an ostomy pouch. 

5. The structure of claim 4 in which an ostomy pouch 
35 is connected to said backing layer of said wafer. 



An adhesive wafer for use as an ostomy faceplate 
or wound dressing comprising an adhesive layer of 
a hydrocolloid-containing skin barrier material hav- 
ing first and second surfaces, a flexible backing lay- 
er extending over said first surface, and a remova- 
ble release sheet extending over said second sur- 
face, said release sheet having at least a portion 
thereof provided with a mirrored image-reflecting 
outer surface. 
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7. The wafer of claim 6 in which said reflective portion 
of said release sheet comprises a reflective patch 
affixed to the outer surface of said release sheet. 
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